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D E P A R T M E N T  O F  H E A L T H  A N D  H U M A N  S E R V I C E S  

F o o d  a n d  D r u g  A d m in is t ra t ion 

Schwa r z  P h a r m a , In co r po r a t ed  
N i t rog lyce r in  T r ansde rma l  Sys tem;  
P r oposa l  T o  W ith d r a w  App r o v a l  o f 
O n e  N e w  D r u g  App l i ca t i on  a n d  F ive  
Abb r e v i a te d  N e w  D r u g  App l i ca t i ons ;  
O p p o r tun i ty  fo r  a  Hea r i n g  

)  
1  Docke t N o . 7 7 N - 0 2 4 0  
) 
1  A N D A  Nos . 8 8 - 7 2 7  a n d  
) 8 9 - 0 2 2  
) 
) D E S 1  N o . 1 7 8 6  
\ 

W I T H D R A W A L  O F  H E A R ING R E Q U E S T  
M A D E  O N  B E H A L F  O F  S C H W A R Z  P H A R M A , I N C O R P O R A T E D  

T h e  Fede r a l  Reg is te r  p u b l i s h ed  Thu rsday ,  Ma r c h  2 5 , 1 9 9 9 , c o n ta i n e d  a  N o t ice p r o pos i n g  
to  w i t hd raw  app r ova l  o f o n e  n e w  d r u g  app l i ca t i on  (“N D ,“) a n d  f ive abb r ev i a t ed  n e w  d r u g  
app l i ca t i ons  (“A N D ”“) fo r  n i t rog lyce r in  i n  a  t r ansde rma l  system. Schwa r z  P h a r m a , 
In co r po r a t ed  is th e .o w n e r  o f th e  A N D A s  fo r  D E P O N ITQ  r e l e ase  ra te  o f 0 .2  m g  o f n i t rog lyce r in  
p e r  h o u r  ( A N D A  8 8 - 7 2 7 )  a n d  D E P O N ITQ  r e l e ase  ra te  o f 0 .4  m g  o f n i t rog lyce r in  p e r  h o u r  
( A N D A  8 9 - 0 2 2 ) , b o th  o f wh i c h  a r e  i d e n tifie d  i n  th e  N o t ice a s  sub jec t  to  F o o d  a n d  D r u g  
A d m in is t ra t ion’s (“F D A ”) w i t hd rawa l  p r oposa l .  

O n  Ap r i l  2 1 , 1 9 9 9 , th e  u n d e r s i g n e d , o n  b e h a l f o f S c hwa r z  P h a r m a , In co r po r a t ed  
(“Schwa r z  P h a r m a ”), s u bm i tte d  a  time l y  r e q u es t fo r  h e a r i n g  i n  a c co r d ance  wi th  th e  Ma r c h  2 5 , 
1 9 9 9  N o t ice a n d  F D A  regu l a t i ons  set  fo r th  a t 2 1  C .F.R. 5  3 1 4 .200(c) ( l ) ( i ) .  Th is  r e q u es t fo r  
h e a r i n g  a n d  th e  subm iss i ons  m a d e  i n  s u p po r t o f it a r e  h e r e b y  w i t hd r awn  as  o f th i s  d a te . 

R i cha r d  S . Mo r e y  
P e te r  R . M a the r s  
Jenn i f e r  A . Dav i d son  

K L E INFELD,  K A P L A N  &  B E C K E R  
1 1 4 0  N i ne t een th  S treet, N .W . 
W a s h i n g to n , D C . 2 0 0 3 6  
( 202 )  2 2 3 - 5 1 2 0  

D a te : Ju ly  1 7 , 2 0 0 2  
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Counse l  Fo r  S chwa r z  P h a r m a , In co r po r a t ed  



TO: 
Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852 
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WASHINGTON, D.C. 20036-6606 


